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This summary of 510(k) safety and effectiveness information is being submitted in accordance with
the requirements of the Safe Medical Devices Act (SMDA) of 1990 and 21 CFR 807.92. All data
included in this document are accurate and complete to the best of KSEA’s knowledge.

Applicant: Karl Storz Endoscopy - America, Inc.
600 Corporate Pointe
Culver City, CA 90230
(310) 558-1500

Contact: Betty M. Johnson
Manager, Regulatory Affairs

Suctwn/lmgatmn Pump

Karl Sfdrz Unimat Plus

dication: The Karl Storz Unimat Plus system is degmmd to provide irrigation and aspiration of the
surgmai site during genieral, endoscopic and laparoscopic surgical procedures.

‘F" dtion m;ﬁ ﬂa’cmm pump with fixed lmganon/aspwratwﬁ flow rate @f 15 liters/min. and a m
tion pressure of 400 mmHg.

The Karl Storz Unimat qus system is substantially equivalent to the
basm f@ﬂiﬁﬁes and mt&mde uses afre mm lar The mmm dif’fwmces

eﬁffau“tweness as ﬁhese wdlfferences have no eﬁe@t on
these devices.

Signed:

fager, Regulatory Affairs
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